REMARKS 

Upon entry of this amendment, claims 1-4, 6-14, 16-23, 25-33 and 35-40 are all the 
claims pending in the application. Claims 5, 15, 24 and 34 are canceled by this amendment. 

Applicants note that a number of editorial amendments have been made to the 
specification and abstract for grammatical and general readability purposes. Due to the number 
of changes made, a substitute specification and abstract are submitted herewith. No new matter 
has been added. Also enclosed is a marked-up copy of the original specification and abstract 
showing the changes incorporated into the substitute specification and abstract. 

I. Foreign Priority 

Applicants note that the present application claims priority under 35 U.S.C. § 1 19. The 
Examiner, however, has not acknowledged receipt of the certified copy of the priority document. 
Applicants note that this application is a National Stage Application filed under 35 U.S.C. 371 . 

Applicants enclose herewith a copy of the Notification Concerning Submission or 
Transmittal of Priority Document (Form PCT/IB/304) which indicates that the priority document 
was submitted to the International Bureau in compliance with PCT Rule 17.1(a) or (b), and that 
the certified copy of the priority document was received by the International Bureau on July 13, 
2001. 

Therefore, as the priority document has been properly submitted to the International 
Bureau, in accordance with PCT Rule 17.2(a), the International Bureau is responsible for 
forwarding the certified copy of the priority documents to the USPTO. 



In view of the foregoing, Applicants kindly request that the Examiner acknowledge in the 
next Office paper that the certified copy of the priority document has been received by the 
USPTO from the International Bureau. 

II. Information Disclosure Statement 

Applicants note that the Examiner did not consider two of the references listed on the 
PTO-1449 form (i.e., JP 9-178748 and JP 9-506434) submitted with the Information Disclosure 
Statement filed on May 6, 2002 because they did not have English translations. Applicants note, 
however, that the English language equivalent for each of these references was were submitted 
with the IDS. In particular, as noted in the IDS, JP 9-178748 corresponds to EP 0291 194, and JP 
9-506434 corresponds to U.S. 5,607,863. 

Furthermore, Applicants note that an English language version of a foreign search report 
was submitted on January 25, 2002 which lists each of the above-noted Japanese references and 
indicates their degree of relevance. In this regard, Applicants note that MPEP §609 A(3) states 
that where "the information listed is not in the English language, but was cited in a search report 
or other action by a foreign patent office in a counterpart foreign application, the requirement for 
a concise explanation of relevance can be satisfied by submitting an English - language version 
of the search report or action which indicates the degree of relevance found by the foreign office. 
(Emphasis added). 

Accordingly, as Applicants submitted equivalent English language references for each of 
the above-noted Japanese references, and submitted a search report in the English language 



- 12- 



listing each of these references, Applicants respectfully submit that all of the references listed on 
the PTO-1449 form should be considered by the Examiner. 

In view of the foregoing, Applicants respectfully request that the Examiner consider all of 
the references listed on the PTO-1449 form and return the initialed and signed form with the next 
Office paper. 

III. Objection to the Claims 

The Examiner has objected to claims 6, 21 and 25 for the reasons set forth on page 3 of 
the Office Action. In particular, the Examiner alleges that there is no period at the end of each of 
these claims. Applicants respectfully disagree. 

In particular, as shown in the preliminary amendment filed on January 25, 2002, each of 
claims 6, 21 and 25 clearly includes a period at the end of the claims. Accordingly, Applicants 
respectfully request that the above-noted objection be reconsidered and withdrawn. 

IV. Claim Rejections under 35 U.S.C. § 112, second paragraph 

The Examiner has rejected claims 1-40 under 35 U.S.C. § 1 12, second paragraph as being 
indefinite. Applicants have amended the claims in a manner to overcome this rejection. 

Regarding claim 1, the phrase "developing the inspection target solution" has been 
removed. Regarding claim 2, Applicants note that this claim has been amended to clearly set 
forth the relationship between the space forming part, the development layer, and the cavity part. 
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Regarding claims 4 and 23, Applicants note that these claims have been amended to recite 
that "a volume of the cavity part controls an amount of the inspection target solution flowing 
inwards." Regarding claims 4, 10, 17, 23, 29 and 36, the phrase "flowing-in" has been removed. 

Regarding claims 5 and 24, Applicants note that these claims have been canceled by this 
amendment. Regarding claims 9 and 28, the term "microliter" has been removed. Regarding 
claims 15 and 34, Applicants note that these claims have been canceled by this amendment. 
Regarding claims 19 and 38, the phrase "and they are entirely in a dry state" has been removed. 

Regarding claims 1 and 2, the phrase "inspection target solution" has been provided with 
proper antecedent basis. Regarding claims 4, 17, 23 and 36, as noted above, the phrase "the 
flowing-in" has been removed. Regarding claims 14 and 33, Applicants note that claim 14 has 
been amended so as to depend from claim 13, and that claim 33 has been amended so as to 
depend from claim 32, thereby providing proper antecedent basis for the phrase "the specimen 
holding part". 

In view of the foregoing, Applicants respectfully request that the rejections under 35 
U.S.C. 1 12, second paragraph be reconsidered and withdrawn. 

V. Claim Rejections under 35 U.S.C. § 102 

The Examiner has rejected claims 1-5, 10-13, 15, 17, 18, 20-24, 29, 30-32, 34, 36, 37, 39 
and 40 under 35 U.S.C. § 102(b) as being anticipated by Burd et al. (U.S. 5,939,331). 

Claim 1 , as amended, recites the feature of a space forming part which forms, by being 
located on a development layer, a cavity part, wherein the cavity part is a space into which an 
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inspection target solution flows by a capillary phenomenon. Applicants respectfully submit that 
Burd fails to disclose or suggest at least this feature of amended claim 1 . 

Burd discloses a device for detecting the presence, absence, or amount of an analyte in a 
whole blood sample (see Abstract). As shown in Fig. 1 of Burd, the device includes a bottom 
cover 1 1, a test strip 13, a mylar window 15, and a top cover 17 (see col. 8, lines 2-5). In Burd, 
the top cover 17 is provided with a sample introduction aperture 35 and an indicator aperture 37, 
wherein the sample introduction aperture 35 is located above a sample zone 23 on the test strip 
13, and the indicator aperture is located above the mylar window 15 (see col. 9, lines 38-40). 

The device of Burd operates by having a sample of blood introduced through the sample 
introduction aperture 35 such that the sample zone 23 receives the blood (see col. 9, lines 57-67). 
After the sample is introduced through the sample introduction aperture 35, the sample flows 
along the test strip 13 such that the presence, absence or an amount of an analyte can be 
determined (see col. 9, lines 33-35 and col. 10, lines 4-14). 

As noted above, claim 1 has been amended to recite the feature of a space forming part 
which forms, by being located on the development layer, a cavity part, wherein the cavity part is 
a space into which the inspection target solution flows by a capillary phenomenon. 

In the Office Action, the Examiner takes the position that the test strip 13 of Burd 
corresponds to the "development layer" as recited in claim 1, that the top cover 17 of Burd 
corresponds to the "space forming part" as recited in claim 1, and that the sample introduction 
aperture 35 of Burd corresponds to the "cavity part" as recited in claim 1. 
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Regarding Burd, however, Applicants note that while the top cover 17 is placed on the 
test strip 13, the sample introduction part 35 is not formed by the placement of the top cover 17 
on the test strip 13. In other words, according to claim 1, it is the placement of the space forming 
part on the development layer that forms the cavity part. In contrast, in Burd, the placement of 
the top cover 17 on the test strip 13 does not form the sample introduction part 35, but instead, it 
is clear that the sample introduction part 35 of Burd is present regardless of the location of the 
top cover 1 7. 

In view of the foregoing, Applicants respectfully submit that Burd fails to disclose, 
suggest or otherwise render obvious the feature of a space forming part which forms, by being 
located on a development layer, a cavity part, wherein the cavity part is a space into which an 
inspection target solution flows by a capillary phenomenon, as recited in amended claim 1 . 

Moreover, Applicants note that due to the construction of the device disclosed in Burd, an 
instrument such as a dropper or a pipette is needed to supply the sample through the sample 
introduction part 35 to the sample zone 23. However, according to the present invention, by 
utilizing a cavity part that is formed by the placement of the space forming part on the 
development layer, wherein the inspection target can flow into the cavity part by a capillary 
phenomenon, it is not necessary to use an instrument such as a dropper or pipette in order to 
apply the sample. Instead, a required amount of sample can be applied to the development layer 
merely by contacting the sample with the cavity part. 

Regarding claim 2, Applicants note that this claim has been amended to recite the same 
feature as noted above with respect to claim 1 . In particular, Applicants note that claim 2 has 
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been amended to recite the feature of a space forming part which forms, by being located on the 
development layer, a cavity party, wherein the cavity part is a space into which the inspection 
target solution flows by a capillary phenomenon. 

Accordingly, for at least the same reasons as discussed above with respect to claim 1, 
Applicants submit that Burd fails to disclose, suggest or otherwise render obvious all of the 
features recited in amended claim 2. 

In view of the foregoing, Applicants submit that claims 1 and 2 are patentable over Burd, 
an indication of which is kindly requested. Claims 3-5, 10-13, 15, 17, 18, 20 and 21 depend from 
claim 1, and claims 24, 29, 30-32, 34, 36, 37, 39 and 40 depend from claim 2. Accordingly, 
Applicants submit that these claims are patentable at least by virtue of their dependency. 

VI. Claim Rejections under 35 U.S.C. § 103(a) 

A. The Examiner has rejected claims 6 and 25 under 35 U.S.C. § 103(a) as being 
unpatentable over Burd et al. in view of Bernstein et al. (U.S. 5,824,268). 

Claim 6 depends from claim 1, and claim 25 depends from claim 2. Applicants 
respectfully submit that Bernstein fails to cure the deficiencies of Burd, as discussed above, with 
respect to claims 1 and 2. Accordingly, Applicants submits that claim 6 and 25 are patentable at 
least by virtue of their dependency. 

B. The Examiner has rejected claims 7 and 26 under 35 U.S.C. § 103(a) as being 
unpatentable over Burd et al. in view of Killeen et al. (U.S. 5,166,051). 



- 17- 



Claim 7 depends from claim 1, and claim 26 depends from claim 2. Applicants 
respectfully submit that Killeen fails to cure the deficiencies of Burd, as discussed above, with 
respect to claims 1 and 2. Accordingly, Applicants submits that claim 7 and 26 are patentable at 
least by virtue of their dependency. 

C. The Examiner has rejected claims 8 and 27 under 35 U.S.C. § 103(a) as being 
unpatentable over Burd et al. in view of Barr (U.S. 4,252,538). Claim 8 depends from claim 1, 
and claim 27 depends from claim 2. Applicants respectfully submit that Barr fails to cure the 
deficiencies of Burd, as discussed above, with respect to claims 1 and 2. Accordingly, 
Applicants submits that claim 8 and 27 are patentable at least by virtue of their dependency. 

D. The Examiner has rejected claims 9, 28 and 35 under 35 U.S.C. § 103(a) as being 
unpatentable over Burd et al. in view of Allen et al. (U.S. 5,426,000). 

Claim 9 depends from claim 1, and claims 28 and 35 depend from claim 2. Applicants 
respectfully submit that Allen fails to cure the deficiencies of Burd, as discussed above, with 
respect to claims 1 and 2. Accordingly, Applicants submits that claim 9, 28 and 35 are 
patentable at least by virtue of their dependency. 

E. The Examiner has rejected claims 14 and 33 under 35 U.S.C. § 103(a) as being 
unpatentable over Burd et al. in view of Woudenberg et al. (U.S. 6,124,138). 
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Claim 14 depends from claim 1, and claim 33 depends from claim 2. Applicants 
respectfully submit that Woudenberg fails to cure the deficiencies of Burd, as discussed above, 
with respect to claims 1 and 2. Accordingly, Applicants submits that claim 14 and 33 are 
patentable at least by virtue of their dependency. 

F. The Examiner has rejected claims 19 and 38 under 35 U.S.C. § 103(a) as being 
unpatentable over Burd et al. in view of Kloepfer (U.S. 4,883,764). 

Claim 19 depends from claim 1, and claim 38 depends from claim 2. Applicants 
respectfully submit that Kloepfer fails to cure the deficiencies of Burd, as discussed above, with 
respect to claims 1 and 2. Accordingly, Applicants submits that claim 19 and 38 are patentable at 
least by virtue of their dependency. 

VII. Double Patenting Rejection 

Claims 1-40 are provisionally rejected under the judicially created doctrine of 
obviousness-type double patenting as being unpatentable over claims 1-25 of copending 
Application No. 10/069,845 in view of Burd et al. Applicants note that the Examiner also 
identifies Application Nos. 10/133,698, 10/398,711, 10/048,727, 10/116,407 and 10/242672 and 
asserts that these applications would also require similar provisional obviousness-type double 
patenting rejections as set forth for Application No. 10/069,845. 

As the above-noted rejection of claims 1-40 under obviousness-type double patenting is 
provisional Applicants hereby request that the rejection be held in abeyance. If the provisional 
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double patenting rejection is the only remaining rejection in the application, Applicant will file a 
terminal disclaimer, if necessary, to overcome such a rejection. See MPEP 804(I)(B). 

VIII. Conclusion 

In view of the above, reconsideration and allowance of this application are now believed 
to be in order, and such actions are hereby solicited. If any points remain in issue which the 
Examiner feels may best be resolved through a personal or telephone interview, the Examiner is 
kindly requested to contact the undersigned at the telephone number listed below. 



KWF/abm 

Washington, D.C. 20006-1021 
Telephone (202) 721-8200 
Facsimile (202) 721-8250 
June 29, 2005 



Respectfully submitted, 



MasatakaNADAOKA et al. 




Kenneth W. Fields 
Registration No. 52,430 
Attorney for Applicants 
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